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Office Action Summary 



Examiner 

Period for Reply 



. ZTfheMAiUNGDATE **» M0N TH(S) FROM 

riod for Reply p0R R£PLY 1S SET TO EXPIRE Qoa. MONTni. , 

A SHORTENED STATUTORY PE^R AT|0N ^^^^.mayarepiybe^eiyf^ 



Responsive - — — f "*^ac«on ,s non,inai. 
2a)D This action is FINAL. - 



Responsive to com This action is non-final. „,«„„ as to the merits is 

!a)D Th.sact.nisF.MAL ^J^^^^^SK" 

4a) Of the above claim(s) 

5) D Claim(s) is/are allowed. 

6) 12 Claim(s)i4 is/are rejected. 

12 ) Q The oath or declare » objected V 

a,.* «USC §§ 119 and 120 , or ,cnscS 1 19(a)-(d) or (f). 

Priority under 35 U.S.c. 59 ^ under 35 U.S.O. 5 

13) D Acknowledgment » made of a claim 
16D MKnov,ied9men«ismadeo f acia m 
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DETAILED ACTION 



1. 



Claims 1-4 are pending. 



2. 



3. 



4. 



Claims 1-4 are being acted upon. 
Thefollowmgtsaquot^ 

pertains, or with which «*™*™ T » out his inve ntion. 
contemplated by the inventor of carrying 

cens .to. suppress cytoto« T cel. **W ^ ^ K „ s 

„ decease graft reaction coning, a) .so.a.,ng P „ a cells wi.„ a 

^.p.en, and a donor, b) n«ng donor and recp.en. » J mononucleM 
reg „, at ory compose wherein sa,d regulatory ce „ s; ^ e) 

^ ttp fl dl expanding the number of suppressor uj* 
M llstromdonorandTGF-P.d)expan ^ ^ ^ 

^oduc.ngsa.dsuppressorceUs.os.drec.p.en., 5> does n0 , reasonably 

provl de enablemen, for (,) a me.hod for nrductng T c.U* ^ ^ ^ ^ 

(2) a me.hod for .nducng a ^ , donw; b) m i x i„ g donor and reopen. 

P^-— ory e„m P os M o, ; d)e X pand,ngsa,ce 11 sa„d 
.ensexv^Orreanngsardcensw,* ^ BtWBl «2*»— 

Iegu ,a,„ry composuion composes «„, *— «Y » * - ^ ^ „„, 

enable any person stalled in .he art .own p 

t0 make and use invention comr»ensura,e .n scope w.«h these 
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AppHcation/Control Number: 09/833,526 

Factors to be considered ,n " ^ , 

USP Q2d 1400, 1404 (Fed. C„. 1988)). Th rf working 

amount of experimentation. T ^ wta:mM „ ^TO by 

Thespecffieattond^osesoriyam* eMep , eted mononuclear 

bating PBMC nom Whdonor T ^ ftom recipient ex vivo, 

cells from donor atd CD4 + , undtfferentiated »a,v re ^ ^ fcr , „ , 

days to expand the number of CD4+ supp 

recipient (See page 15 of the specificanon). ^ .^.^ 

T cell activity ex vivo, in turn, mductng ^ ^ working 

,„ M duc,ng sard suppressor T cel, tothe md stim u,a,or cells ma, 

e-csin-pecif— Ilcclvivoandamethodforinducinga 
would be useful for a method of mducmg 

recipient's cells to decrease graft rejection. ^ c£)mposition 

s„chasra.IgG2ban.,-mouseCD3MoAb n ffivcn the ^definite number of 
^ section such as GVHD (See abstract, . ^ * ^ ^ wh , ch 

disclosed regulatory composition an * J _ su pp ress or T cell 

disclosed regulatory composmon and ^ ^..on. 

I„rewands,858F.2dat737,8USPU*> emblement is necessary. 

courtmd,ca,es,ha,,hem„^^ 
m-ofthe^ofexpe^— = . 

the claimed invention. 
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„ „ , 5 nsC112f.rstp»ra8raph,asc<»ntaining S ubjectmatterwhich 
C*. ,-4 are — 35 ™* ™ > con „ y to one sWle d ,n «. 

was „„, * «he ^«<- - ^ ^ „ f , he claimed 

relevant art that the inventor, at the time the appi 

invention. .wrrintion of (1) a method for 

.nducing T cell tolerance ex vm> m penpher 1 ^ 
adding^regulatory composition to activate said cells ^ * ^ 

comprises^s^^^ 
groupconsistingo^^^^ 

rejectlon c 0 mprisin g (a)isolatin gP enpheralm^ 
donor>(b) mi X .gdonorandreci^^ 

composition; (d) expanding said cells, ( - ^ 
composition comprises any stimulator cells and TGF-P and forth 

from the group consisting of FL-2 and IL-15. ^ ^ by 

The specification discloses only a method for indue ng 
■if* PBMC from both donor and recipient, mixing irradiated T cell depleted 
isolating PBMC from com recip ent ex vivo, 

* a r onH CD4+ undifferentiated naive regulatory T cells irom re 
cells from donor and CD4+, undine for ? tQ $ 

■*v, xrp R and irradiated mononuclear l cens uum u 
culturing recipient cells with TGF-p and irradiat suppreS sor cells to the 

u f ma+ Qimnressor cells and introducing said suppress 
days to expand the number of CD4+ suppressor 

recipient (See page 15 of the specification). 

«f the *necific composition comprising TGF-p and irraawic 
Withtheexceptionofthespecificco p ^^^^^^.^^ 

mononuclear cells from donors mentioned above, there is insuiiic 

Tltureassociatedwithfunctionsof^ 

representative numberof species to describe the genus APP^ 

the claimed genus. *. v. £» II* Under 

the 35 U.S.C. 1 12, 11 "Written Description" Requirement, Federal Register, 
pages 1099-1 111, Friday January 5, 200 1 . 



Page 5 

Application/Control Number: 09/833,526 

Art Unit: 1644 h ,„ f35U SC 102 that form the basis 

k Ttef „„owi„ gl sa <1 uo a .ionof*eappro P r 1 a t «par.«bsf35U.S.C 

" ^eeLundet^sseetion-e^sOfrtceActton: 

A p«on -1 be «,,,„«. <» ' P« »S ta a punted p»b,ic*„ In *i» « « ^^ES^ 

, j„«TISC 102(a) as being anticipated ny 
7 . Claims Mare rejected under 35 U.S..C. 1 

(Sept 1999; PTO 892). „„„dforindueuigT cell tolerance « vi»o in 

99/48524 publication further teaches -^"^ ™— - 

sa.dcells-aregulato, «*. rf W 1 485M , m pa**, .done or mere 
recipient (See page 18, hncs 10-16, See ^ ^ ^ „ in 

teachings anticipate the clamed invenuon. 

, Her35USC l0 2 (b) a sbeinganticipatedbyHalversone^/ 
8 Claims 1 and 3 are rejected under 35 U.S.C. I 

(Blood 90(5): 2089-96, Sept 1997; PTO 892). ^ ^ 

m0 nonuclear cells (PBMCs) such as CD8 + cell p ^ t ^ ^ 

page 2090, column 2 Results, in parfccular). Thus, 



invention. 
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Art Unit: 1644 . 

u ~f^TTSC 103(a) that form the basis 
, llieM owin glS a q uo«a. i o„of« h eappropna«pa rag raphsof3 5 U.S. C .l 

forft ereject,o„su„de,*isseo.io„ m ade 1 n*isOff,ceAc, 1 on ; 

A person shall be entitled to a patent unless: „„, Me n to lly disclose, or deseribed as set forth » 

manner in which the invention was made. 

„ A „USC 103(a)a S bei„gunpatentableoverWO99/45524 
10 . Claims 1-4 are rejected under 35 U.S.C 103(a) g ^ ^ 

publication (Sep. M PTO 892) or Ha.ver S o„ « 0>.ood 90 5) 

The claimed invention as recited ,n ctam 4 differs from tl, 
rectot ion of .he regular common furmer composes IMS. 

Bonig * - .each H.-15 has some funcnona, — „ H^tnce 
consign. — ^^^TSi.^- 

thepresenceoflMSorIL ^ Bomg „, a, further teach .ha. 

alone (See page 615, Ftgs2C and 2E,F,g 3, Tab , /+andW CD8 

ofTGF-p ,0 >L-2 or 1L,5 culture reduces the ^ ^ 
+/+ cdls by 50% and reduces cytoplasm* interferon-accumulatton equally 

cc„s (See Table > , m par« ^ ^ ^ ^ ^ fc ^ fc 

Wo re,,.wou<dhavebe. by Bo „, g e, 0 Kor a mernod 

inventionwasmadetocombmelL-lJor ^ an d WO 99/45524 publication 

„, for a me«hod for inducing a recipient cells .0 decrease graft rejection 

99/45524 publication. mn ,ivated to mis because Bonig el 

tolerance or the lack thereof such as anti-tumor activity. 
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11. No claim is allowed. 
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12. 



13. 



be directed to "Neon" Phuong Huynh whose telephone number is (703) 308-4844. 

let. on the examiner, vo.ee - service. If attempts to reach the — 

unsuccessful, the — s supervisor, Chnstina Chan car, be ^ 

i nq „ iry of a genera, nature or relating to the status of this 

Technology Center 1600 receptionist whose telephone number ,s (703) 308-0196. 

PanersrelatedtomisapplrcationmaybesubmittedtoTectaologyCenterieOObyfacsirnilc 

in Crystal Mali 1 . The faxing of such papers must conform to the notice pub.rshed .n th Officii 
Gale, 1096 OG 30 (November ,5. 1989). The CM1 Fax Center telephone number ,s (703) 
305-7401. 



Phuong N. Huynh, Ph.D. 
Patent Examiner 
Technology Center 1600 
February 25, 2002 
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